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Subpart D—Importer Reporting 
Requirements 

803.40 If I am an importer, what kinds of in-
dividual adverse event reports must I 
submit, when must I submit them, and to 
whom must I submit them? 

803.42 If I am an importer, what informa-
tion must I submit in my individual ad-
verse event reports? 

Subpart E—Manufacturer Reporting 
Requirements 

803.50 If I am a manufacturer, what report-
ing requirements apply to me? 

803.52 If I am a manufacturer, what infor-
mation must I submit in my individual 
adverse event reports? 

803.53 If I am a manufacturer, in which cir-
cumstances must I submit a 5-day re-
port? 

803.56 If I am a manufacturer, in what cir-
cumstances must I submit a supple-
mental or followup report and what are 
the requirements for such reports? 

803.58 Foreign manufacturers. 

AUTHORITY: 21 U.S.C. 352, 360, 360i, 360j, 371, 
374. 

SOURCE: 70 FR 9519, July 13, 2005, unless 
otherwise noted 

Subpart A—General Provisions 

§ 803.1 What does this part cover? 
(a) This part establishes the require-

ments for medical device reporting for 
device user facilities, manufacturers, 
importers, and distributors. If you are 
a device user facility, you must report 
deaths and serious injuries that a de-
vice has or may have caused or contrib-
uted to, establish and maintain adverse 
event files, and submit summary an-
nual reports. If you are a manufacturer 
or importer, you must report deaths 
and serious injuries that your device 
has or may have caused or contributed 
to, you must report certain device mal-
functions, and you must establish and 
maintain adverse event files. If you are 
a manufacturer, you must also submit 
specified followup. These reports help 
us to protect the public health by help-
ing to ensure that devices are not adul-
terated or misbranded and are safe and 
effective for their intended use. If you 
are a medical device distributor, you 
must maintain records (files) of inci-
dents, but you are not required to re-
port these incidents. 

(b) This part supplements and does 
not supersede other provisions of this 
chapter, including the provisions of 
part 820 of this chapter. 

(c) References in this part to regu-
latory sections of the Code of Federal 
Regulations are to chapter I of title 21, 
unless otherwise noted. 

[70 FR 9519, July 13, 2005, as amended at 73 
FR 33695, June 13, 2008] 

§ 803.3 How does FDA define the terms 
used in this part? 

Some of the terms we use in this part 
are specific to medical device reporting 
and reflect the language used in the 
statute (law). Other terms are more 
general and reflect our interpretation 
of the law. This section defines the fol-
lowing terms as used in this part: 

Act means the Federal Food, Drug, 
and Cosmetic Act, 21 U.S.C. 301 et seq., 
as amended. 

Ambulatory surgical facility (ASF) 
means a distinct entity that operates 
for the primary purpose of furnishing 
same day outpatient surgical services 
to patients. An ASF may be either an 
independent entity (i.e., not a part of a 
provider of services or any other facil-
ity) or operated by another medical en-
tity (e.g., under the common owner-
ship, licensure, or control of an entity). 
An ASF is subject to this regulation 
regardless of whether it is licensed by a 
Federal, State, municipal, or local gov-
ernment or regardless of whether it is 
accredited by a recognized accredita-
tion organization. If an adverse event 
meets the criteria for reporting, the 
ASF must report that event regardless 
of the nature or location of the medical 
service provided by the ASF. 

Become aware means that an em-
ployee of the entity required to report 
has acquired information that reason-
ably suggests a reportable adverse 
event has occurred. 

(1) If you are a device user facility, 
you are considered to have ‘‘become 
aware’’ when medical personnel, as de-
fined in this section, who are employed 
by or otherwise formally affiliated 
with your facility, obtain information 
about a reportable event. 

(2) If you are a manufacturer, you are 
considered to have become aware of an 
event when any of your employees be-
comes aware of a reportable event that 
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is required to be reported within 30 cal-
endar days or that is required to be re-
ported within 5 work days because we 
had requested reports in accordance 
with § 803.53(b). You are also considered 
to have become aware of an event when 
any of your employees with manage-
ment or supervisory responsibilities 
over persons with regulatory, sci-
entific, or technical responsibilities, or 
whose duties relate to the collection 
and reporting of adverse events, be-
comes aware, from any information, in-
cluding any trend analysis, that a re-
portable MDR event or events neces-
sitates remedial action to prevent an 
unreasonable risk of substantial harm 
to the public health. 

(3) If you are an importer, you are 
considered to have become aware of an 
event when any of your employees be-
comes aware of a reportable event that 
is required to be reported by you with-
in 30 days. 

Caused or contributed means that a 
death or serious injury was or may 
have been attributed to a medical de-
vice, or that a medical device was or 
may have been a factor in a death or 
serious injury, including events occur-
ring as a result of: 

(1) Failure; 
(2) Malfunction; 
(3) Improper or inadequate design; 
(4) Manufacture; 
(5) Labeling; or 
(6) User error. 
Device user facility means a hospital, 

ambulatory surgical facility, nursing 
home, outpatient diagnostic facility, or 
outpatient treatment facility as de-
fined in this section, which is not a 
physician’s office, as defined in this 
section. School nurse offices and em-
ployee health units are not device user 
facilities. 

Distributor means any person (other 
than the manufacturer or importer) 
who furthers the marketing of a device 
from the original place of manufacture 
to the person who makes final delivery 
or sale to the ultimate user, but who 
does not repackage or otherwise 
change the container, wrapper, or la-
beling of the device or device package. 
If you repackage or otherwise change 
the container, wrapper, or labeling, 
you are considered a manufacturer as 
defined in this section. 

Expected life of a device means the 
time that a device is expected to re-
main functional after it is placed into 
use. Certain implanted devices have 
specified ‘‘end of life’’ (EOL) dates. 
Other devices are not labeled as to 
their respective EOL, but are expected 
to remain operational through activi-
ties such as maintenance, repairs, or 
upgrades, for an estimated period of 
time. 

FDA, we, or us means the Food and 
Drug Administration. 

Five-day report means a medical de-
vice report that must be submitted by 
a manufacturer to us under § 803.53, on 
FDA Form 3500A or an electronic 
equivalent approved under § 803.14, 
within 5 work days. 

Hospital means a distinct entity that 
operates for the primary purpose of 
providing diagnostic, therapeutic (such 
as medical, occupational, speech, phys-
ical), surgical, and other patient serv-
ices for specific and general medical 
conditions. Hospitals include general, 
chronic disease, rehabilitative, psy-
chiatric, and other special-purpose fa-
cilities. A hospital may be either inde-
pendent (e.g., not a part of a provider 
of services or any other facility) or 
may be operated by another medical 
entity (e.g., under the common owner-
ship, licensure, or control of another 
entity). A hospital is covered by this 
regulation regardless of whether it is 
licensed by a Federal, State, municipal 
or local government or whether it is 
accredited by a recognized accredita-
tion organization. If an adverse event 
meets the criteria for reporting, the 
hospital must report that event regard-
less of the nature or location of the 
medical service provided by the hos-
pital. 

Importer means any person who im-
ports a device into the United States 
and who furthers the marketing of a 
device from the original place of manu-
facture to the person who makes final 
delivery or sale to the ultimate user, 
but who does not repackage or other-
wise change the container, wrapper, or 
labeling of the device or device pack-
age. If you repackage or otherwise 
change the container, wrapper, or la-
beling, you are considered a manufac-
turer as defined in this section. 
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Malfunction means the failure of a de-
vice to meet its performance specifica-
tions or otherwise perform as intended. 
Performance specifications include all 
claims made in the labeling for the de-
vice. The intended performance of a de-
vice refers to the intended use for 
which the device is labeled or mar-
keted, as defined in § 801.4 of this chap-
ter. 

Manufacturer means any person who 
manufactures, prepares, propagates, 
compounds, assembles, or processes a 
device by chemical, physical, biologi-
cal, or other procedure. The term in-
cludes any person who either: 

(1) Repackages or otherwise changes 
the container, wrapper, or labeling of a 
device in furtherance of the distribu-
tion of the device from the original 
place of manufacture; 

(2) Initiates specifications for devices 
that are manufactured by a second 
party for subsequent distribution by 
the person initiating the specifica-
tions; 

(3) Manufactures components or ac-
cessories that are devices that are 
ready to be used and are intended to be 
commercially distributed and intended 
to be used as is, or are processed by a 
licensed practitioner or other qualified 
person to meet the needs of a par-
ticular patient; or 

(4) Is the U.S. agent of a foreign man-
ufacturer. 

Manufacturer or importer report num-
ber. Manufacturer or importer report 
number means the number that 
uniquely identifies each individual ad-
verse event report submitted by a man-
ufacturer or importer. This number 
consists of the following three parts: 

(1) The FDA registration number for 
the manufacturing site of the reported 
device, or the registration number for 
the importer. If the manufacturing site 
or the importer does not have an estab-
lishment registration number, we will 
assign a temporary MDR reporting 
number until the site is registered in 
accordance with part 807 of this chap-
ter. We will inform the manufacturer 
or importer of the temporary MDR re-
porting number; 

(2) The four-digit calendar year in 
which the report is submitted; and 

(3) The five-digit sequence number of 
the reports submitted during the year, 

starting with 00001. (For example, the 
complete number will appear as fol-
lows: 1234567–1995–00001.) 

MDR means medical device report. 
MDR reportable event (or reportable 

event) means: 
(1) An event that user facilities be-

come aware of that reasonably sug-
gests that a device has or may have 
caused or contributed to a death or se-
rious injury; or 

(2) An event that manufacturers or 
importers become aware of that rea-
sonably suggests that one of their mar-
keted devices: 

(i) May have caused or contributed to 
a death or serious injury, or 

(ii) Has malfunctioned and that the 
device or a similar device marketed by 
the manufacturer or importer would be 
likely to cause or contribute to a death 
or serious injury if the malfunction 
were to recur. 

Medical personnel means an individual 
who: 

(1) Is licensed, registered, or certified 
by a State, territory, or other gov-
erning body, to administer health care; 

(2) Has received a diploma or a degree 
in a professional or scientific dis-
cipline; 

(3) Is an employee responsible for re-
ceiving medical complaints or adverse 
event reports; or 

(4) Is a supervisor of these persons. 
Nursing home means: 
(1) An independent entity (i.e., not a 

part of a provider of services or any 
other facility) or one operated by an-
other medical entity (e.g., under the 
common ownership, licensure, or con-
trol of an entity) that operates for the 
primary purpose of providing: 

(i) Skilled nursing care and related 
services for persons who require med-
ical or nursing care; 

(ii) Hospice care to the terminally ill; 
or 

(iii) Services for the rehabilitation of 
the injured, disabled, or sick. 

(2) A nursing home is subject to this 
regulation regardless of whether it is 
licensed by a Federal, State, munic-
ipal, or local government or whether it 
is accredited by a recognized accredita-
tion organization. If an adverse event 
meets the criteria for reporting, the 
nursing home must report that event 
regardless of the nature or location of 
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the medical service provided by the 
nursing home. 

Outpatient diagnostic facility. (1) Out-
patient diagnostic facility means a dis-
tinct entity that: 

(i) Operates for the primary purpose 
of conducting medical diagnostic tests 
on patients, 

(ii) Does not assume ongoing respon-
sibility for patient care, and 

(iii) Provides its services for use by 
other medical personnel. 

(2) Outpatient diagnostic facilities 
include outpatient facilities providing 
radiography, mammography, 
ultrasonography, electrocardiography, 
magnetic resonance imaging, comput-
erized axial tomography, and in vitro 
testing. An outpatient diagnostic facil-
ity may be either independent (i.e., not 
a part of a provider of services or any 
other facility) or operated by another 
medical entity (e.g., under the common 
ownership, licensure, or control of an 
entity). An outpatient diagnostic facil-
ity is covered by this regulation re-
gardless of whether it is licensed by a 
Federal, State, municipal, or local gov-
ernment or whether it is accredited by 
a recognized accreditation organiza-
tion. If an adverse event meets the cri-
teria for reporting, the outpatient di-
agnostic facility must report that 
event regardless of the nature or loca-
tion of the medical service provided by 
the outpatient diagnostic facility. 

Outpatient treatment facility means a 
distinct entity that operates for the 
primary purpose of providing nonsur-
gical therapeutic (medical, occupa-
tional, or physical) care on an out-
patient basis or in a home health care 
setting. Outpatient treatment facili-
ties include ambulance providers, res-
cue services, and home health care 
groups. Examples of services provided 
by outpatient treatment facilities in-
clude the following: Cardiac 
defibrillation, chemotherapy, radio-
therapy, pain control, dialysis, speech 
or physical therapy, and treatment for 
substance abuse. An outpatient treat-
ment facility may be either inde-
pendent (i.e., not a part of a provider of 
services or any other facility) or oper-
ated by another medical entity (e.g., 
under the common ownership, licen-
sure, or control of an entity). An out-
patient treatment facility is covered 

by this regulation regardless of wheth-
er it is licensed by a Federal, State, 
municipal, or local government or 
whether it is accredited by a recog-
nized accreditation organization. If an 
adverse event meets the criteria for re-
porting, the outpatient treatment fa-
cility must report that event regard-
less of the nature or location of the 
medical service provided by the out-
patient treatment facility. 

Patient of the facility means any indi-
vidual who is being diagnosed or treat-
ed and/or receiving medical care at or 
under the control or authority of the 
facility. This includes employees of the 
facility or individuals affiliated with 
the facility who, in the course of their 
duties, suffer a device-related death or 
serious injury that has or may have 
been caused or contributed to by a de-
vice used at the facility. 

Physician’s office means a facility 
that operates as the office of a physi-
cian or other health care professional 
for the primary purpose of examina-
tion, evaluation, and treatment or re-
ferral of patients. Examples of physi-
cian offices include dentist offices, chi-
ropractor offices, optometrist offices, 
nurse practitioner offices, school nurse 
offices, school clinics, employee health 
clinics, or freestanding care units. A 
physician’s office may be independent, 
a group practice, or part of a Health 
Maintenance Organization. 

Remedial action means any action 
other than routine maintenance or 
servicing of a device where such action 
is necessary to prevent recurrence of a 
reportable event. 

Serious injury means an injury or ill-
ness that: 

(1) Is life-threatening, 
(2) Results in permanent impairment 

of a body function or permanent dam-
age to a body structure, or 

(3) Necessitates medical or surgical 
intervention to preclude permanent 
impairment of a body function or per-
manent damage to a body structure. 

Permanent means irreversible impair-
ment or damage to a body structure or 
function, excluding trivial impairment 
or damage. 

User facility report number means the 
number that uniquely identifies each 
report submitted by a user facility to 
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manufacturers and to us. This number 
consists of the following three parts: 

(1) The user facility’s 10-digit Centers 
for Medicare and Medicaid Services 
(CMS) number (if the CMS number has 
fewer than 10 digits, fill the remaining 
spaces with zeros); 

(2) The four-digit calendar year in 
which the report is submitted; and 

(3) The four-digit sequence number of 
the reports submitted for the year, 
starting with 0001. (For example, a 
complete user facility report number 
will appear as follows: 1234560000–2004– 
0001. If a user facility has more than 
one CMS number, it must select one 
that will be used for all of its MDR re-
ports. If a user facility has no CMS 
number, it should use all zeros in the 
appropriate space in its initial report 
(e.g., 0000000000–2004–0001). We will as-
sign a number for future use and send 
that number to the user facility. This 
number is used in our record of the ini-
tial report, in subsequent reports, and 
in any correspondence with the user fa-
cility. If a facility has multiple sites, 
the primary site may submit reports 
for all sites and use one reporting num-
ber for all sites if the primary site pro-
vides the name, address, and CMS num-
ber for each respective site.) 

Work day means Monday through Fri-
day, except Federal holidays. 

[70 FR 9519, July 13, 2005, as amended at 73 
FR 33695, June 13, 2008] 

§ 803.9 What information from the re-
ports do we disclose to the public? 

(a) We may disclose to the public any 
report, including any FDA record of a 
telephone report, submitted under this 
part. Our disclosures are governed by 
part 20 of this chapter. 

(b) Before we disclose a report to the 
public, we will delete the following: 

(1) Any information that constitutes 
trade secret or confidential commer-
cial or financial information under 
§ 20.61 of this chapter; 

(2) Any personal, medical, and simi-
lar information, including the serial 
number of implanted devices, which 
would constitute an invasion of per-
sonal privacy under § 20.63 of this chap-
ter. However, if a patient requests a re-
port, we will disclose to that patient 
all the information in the report con-

cerning that patient, as provided in 
§ 20.61 of this chapter; and 

(3) Any names and other identifying 
information of a third party that vol-
untarily submitted an adverse event 
report. 

(c) We may not disclose the identity 
of a device user facility that makes a 
report under this part except in con-
nection with: 

(1) An action brought to enforce sec-
tion 301(q) of the act, including the 
failure or refusal to furnish material or 
information required by section 519 of 
the act; 

(2) A communication to a manufac-
turer of a device that is the subject of 
a report required to be submitted by a 
user facility under § 803.30; or 

(3) A disclosure to employees of the 
Department of Health and Human 
Services, to the Department of Justice, 
or to the duly authorized committees 
and subcommittees of the Congress. 

§ 803.10 Generally, what are the re-
porting requirements that apply to 
me? 

(a) If you are a device user facility, 
you must submit reports (described in 
subpart C of this part), as follows: 

(1) Submit reports of individual ad-
verse events no later than 10 work days 
after the day that you become aware of 
a reportable event: 

(i) Submit reports of device-related 
deaths to us and to the manufacturer, 
if known; or 

(ii) Submit reports of device-related 
serious injuries to the manufacturers 
or, if the manufacturer is unknown, 
submit reports to us. 

(2) Submit annual reports (described 
in § 803.33) to us. 

(b) If you are an importer, you must 
submit reports (described in subpart D 
of this part), as follows: 

(1) Submit reports of individual ad-
verse events no later than 30 calendar 
days after the day that you become 
aware of a reportable event: 

(i) Submit reports of device-related 
deaths or serious injuries to us and to 
the manufacturer; or 

(ii) Submit reports of device-related 
malfunctions to the manufacturer. 

(2) [Reserved] 

VerDate Mar<15>2010 12:50 Apr 27, 2011 Jkt 223072 PO 00000 Frm 00057 Fmt 8010 Sfmt 8010 Y:\SGML\223072.XXX 223072W
R

ei
er

-A
vi

le
s 

on
 D

S
K

G
B

LS
3C

1P
R

O
D

 w
ith

 C
F

R


		Superintendent of Documents
	2014-08-20T17:15:58-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




